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About LabAnswer

Helping clients meet business objectives by leveraging informatics technology to accelerate science

AFounded in 1990; first Lab Informatics
project done in 1993

AVendor and technologggnostic
consultancy that specializexclusively
in laboratory and scientifimformatics / SCIENTIFIC AND
(including LIMS,ES, ELN, CBxx SDMS) LABORATORY

Lab Answer

TECHNOLOGY

Awith over 250 fultime employees, we
are clearly the largest lab informatics
consultancy in North America

BUSINESS

ASupport wide range of industries and OBJECTIVES
laboratory types with focus in
PharmaceuticalLife and Material
Sciencesind Government/Clinical
Research Sectors
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20+Years of LessofisS | NJY SRX ®
Details

Doing Your Due Diligence

Value and Proand Cons

Prepare for theDatalLake Not the Pond

:
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20+Years of Lessons Learned

A Focus on functionality and e 6
requirements (FRS)
Good requirements = Good fit @
With the future in mind = Best Fit O A

Research vs Quality vs Analytical vs

Manufacturing (one size rarely fits
all) 9 d N & AASS

Man a g
. : O
A Ensure best business practices are or \_& @ 7 O
will be in place S '

Solving cultural, people or data O ASampli
processes with technology change is ° Manag.e
a risky venture

‘/

COTS functionality was probably built o .
and debugged for someone else... 2 ono

Ya)
o

A Harmonization before implementation
Taxonomies and ontologies
Manual business processes

i
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Lessons Learned Continued

1. Moveslowin the beginning in order to
manage change and complexXtyd S @ 3

1. Paper oglass in R&D, Prioritized
templates in QA/QC

2. Phased deployments

3. Proven valuanilestones

4. Balance WIIFM vs Organizational Goals

2. ELNSs for examplaye very sticky solutions s
think it through beforeit becomes a coref
your laboratory informaticelatform

1. Prototype, prototype prototype

3. ELNSs can ba cornerstone in your scientific
and laboratory informaticsfrastructure

1. Ideation (hypothesis, rational&apture
2. Experimental design
3. Tracking failure and success
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A R&D

Less Structured

Must accommodate Ad hoc
Mixed GXP

Scientifically aware

More Ad hoc reporting

5 2

SayQu CA

A QA/QC

Structured

Method Driven

GXP

Scientifically Aware

More Structured reporting
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Informatics System Characterization

_ LIMS Research ELN | Analytical ELN|  SDMS

Focus Storage & Reporting Organizing the G wA 3 KEA TS N&adpturing and
on Sample, Test& Science: Chemistry & Procedure Executior Controlling
Final Results; Lab Biology & Data Capture  Instrument Output
Workflow
Main Business Final Results & IP &Knowledge Compliancek Knowledge Sharing
Drivers Decision Making Sharing Productivity & Compliance
DesignApproach Highly Structured Free Form Very Highly SemiStructured
Structured
DataFocus Sample Hierarchy Experiment TestMethod InstrumentRun
Centric Centric Centric Centric
Data Capture Product Centric for ~ Research Data and Raw Data for Preps Raw Instrument
Drivers Final Results Instruments Calculation& Data and Assoc.
Instrument Mgmt Metadata
Integration Up to Business  Research Databasé&s Direct Connections Connectionswith
Approach Systems& Down To Linksto External Data  with Instruments Instrument

Instruments Software



ELN Focus Overview

Research ELN LES LIMS
Where in use Chemistry & Biology Analytical Testing Analytical Testing
esearch & Development Igboratories lgboratories

Main purpose IPProtection Electronidd ht Qa Secured laboratory

A Knowledge reuse A Compliance informationhub

A Researclefficiency Errorreduction A Compliance
Database focus Document centric RDBMS Transactional RDBMS Transactional RDBMS
Typical IT 1 Windows workstation  Windows workstation §  Windows workstation
infrastructure 1 Web client 1 web client 1 Web client

1 Cloud 1 portable devices

1 SaaS

1T SOA
Application behavior Experiment centric Sample/Process centric  Sample/Process centric
User Interface 1 User centric 1 User centric 1 Organizationally
behavior 1 Free form & Adaptable]  Procedural centric

1 Natural language 1 Procedural
1 System defined

Related Applications Scientific databases LIMS, ERP, Instruments LES, ERP, MES, CAPA
End user adoption  High High Mixed
Compliance support +/- ++ ++
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Due Diligencdh FF (2 GKS wl OS

A Alist of criticalconsiderations:
I System and architectural integration
T Easeof use => End User/Administration

A OOBconfigurationvs
customization

A Instrument & application
integration lists

A Support andnaintenance
A Searchability

I Datalocation and ultimate migration
plan

I Howdoes it handle collaboration
I Vendor Specific

A Overall vendoscore (servicegyuality,
technology

A References

Lab Answer B
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How will this Support Quality?

Consistency
Reproducibility
Structured Reporting
Searchable/Findable
Documented workflow
Method/SOP Execution
A Auditable

A Validation

A Calibration Verification

To To To Do I I
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ELEPros and Cons

A Pros
I Organization, efficiency gains,
electronic archival

I Traceability (Data, Processes anc

peop| e) 7 Systems “Prori:esses Culture Governance
I Part2¥ aKIlI NbBIF of S 5 PS BIOVIA
YR 5Fdal ¢ F2dzyR

Building the Foundation

(Z) opentye

&b

A COnS Ospottirs CERTARA®
T i : STARLMS B idbs
i Vendor dependent with possible Lrowane =R

CAHORATORY INFORMATICS

technology mismatching |

I Functionalityscopecreep or
solutionbloat

Solutions become very sticky
Support andnaintenance
Potentialdata silo

|P protection?

P Lab Answer
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Making Better Choices and Decisions

Intelligent Decisions

Intelligence in the right situations drives better decisions

h\&\\\\&h Knowledge plus foresight or intuition becomes intelliger
Information plus insight becomes knowledge

Data in context becomes information

13
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Best In Breed ELNSs

A Cloud based

Biovia Science Cloud (MT)

|
| IDBS
:
|
|

ArxspanMT)

- Core (MT)
- SapioSciences (2 mode notebook) (MT)

A Client server (On Premise)

[

i Perkin Elmer (CambridgeSoft)
I Biovia (formerlyAccelrysSymyx
.

| Waters

IDBS
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Laboratory Execution Systems

A Biovia LES
A Perkin EImeiLAB
A ThermoScientific LES

i 5
: 15
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Best In Breed LIMS

A Cloud

I SapioSciences Exemplar
I Core Informatics LIMS
I GenologicgNGSorientied)

A Client Server
I ThermoScientific
| Starlims
I Labware
i 2 | O \Ngerfesis
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Market Trends

A ELE and ELN are great opportunities to couple MDM
( data standards and taxonomies) and
governance/stewardship.

Al f 2 dzR X & (+é&HHRE ELN/H@ Sieic.
I Bundling of ELN, LIMS, SDMS

A 1 ELN per company/organization, worse case 2

Al 2t AAGU0AO 919X 9[bx [9{=Z
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Externalizatioal he Distributed
Industrialized Science Business Model

Research
Endeavors

Pool
Resources

Externalization/
Collaboration

Attract
Talent &
Skills

18

Risk Sharing

Team
Building

A Many research and development
organizations today have adopted a
distributed business model.

A Our clients are both Industry,
Government and Academia

A The challenges:

Data/information and knowledge
exchange

Capturing data and process
Starting and ending new relationships
Technology mismatches
Being prepared for externalization
Managing the logistics

A Request

A Sample/Patient/Experiment tracking



